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October 7, 1999
Certified Mail
Return Receipt Requested

DEPARTMENT OFwIIH&I/k.H&k SERVICES

Food and Drug Adminkmtion
SOUTHWEST REGION

otiiaoftbo Rcgiad
Foodam-lDrug Dir@x
7920Elmblwk Dri%suitalo2
Ddlq ‘IX 752474982
TELEPHONE: 214455-S100
FACSIMILE: 214-65S-8130

WARNING LEITER

99-swR-WL-34n

Frank Andrajack
Director of Outreach Imaging
United Diagnostic Center
15189* Stx%t
Wichita Falls, TX 76301

RE: bspeetion ID -1851080003- United Regional Health Care SystenLInc.
1600 8h Street wkhkl Falla, TX

1531550005-United Regional Health Care SyatenLInc.
1600 10* S- Wichita Falls, TX

1638990006-United Regional Health Care Systemj Inc.
1600 11* S= Wichita Falls, TX

1987210006-Unkd Regional Health Care Systems, Inc.-MOBILE
1600 ll&Stre@WIChita Falla, TX

Dear Frank Andrajack

We are writing to you because on 9/27-28/1 999, your faeilit.ieawere inspected by a representative of the State of ~
acting in behalf of the Food and Drug Administration (FDA). These inspections revealed a serious regulatory problem
involving the mammography at your facilities.

Under a United States Federal law, the Mammography Quality Stmdards Aet of 1992, your facilities must meet .spe&c
requirements for mammography. These requirements help protect the health of women by assuring that a facili~ ean
perform quality mammography. These inspections revealed the following level 1 and level 2 tlndings at your facilities:

Au four facilities
Level 1: The system to eomrmmicateresults is not adequate because
-There is no system in place to provide timely medical repoxts.
-There is no system in place to provide timely lay summaries.

&iobile facilitv only
Level 2: The pmeessin g speed (using the S.T.E.P. proeedum) is greater than or equal to 65, but less than 80 for
standard processing , processor (l), KodakX-OMAT M35 or M35A-M.

Level 2: PeI%ormanceverification test was not eondueted after eaeh move, Lurad Medical Systerm Inc., Mobile Van.

The specific problems noted above appeared on your MQSA Facility Inspection Reports, which were issued to your
facilities at the close of their inspections.
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&cause theseconditionsmaybe qrnptomdic of =ioua underlying problems that could compromise the quality of
mammography at your tkcilities, they represent a serious violation of the law which may result in FDA taking regulatory
action without fiuther notice to you. These actions include, but are not limited to, placing your facilities under a Directed
Plan of brrectim charging your facilities for the cost of on-site monitoring aswssing civil mcmq penalties up to
$10,000 fm each failure to substantially comply wi~ or each day of failure to substantially comply witi the Standards,
wspension or revocation of your fmility FDA certiflca~ or obtig a ant injunction against fwther mammography.

It is neceasuy for you to act on this matter immediately. Please explain to this ofiee in writing within fifteen (15)
working days ilom the date you received this lettec

- the specific steps you have takentocorrect all of the violations noted in this letttz
- each stq yOUrfacilitiesare taking to prevent the rwurrence of similar Violaticll%
- equipment settings (including technique factors), raw test daa and calculated final results, where appropriate and
- sample reeds that demonstrate proper record keeping procedures, if the tlndings relate “ioquality control or other
records (’Note:Patient names or identification should be deleted fi-omany copies submitted).

Please submit yOIX response tcx

Deborah M Mc&e
Food and Drug Administration
7920 Ehnbrook Drive, Suite 102
Dall~ TX 75247

Fidy, YOU should undemtd thatthereare many FDA ~ts~to mammography. This letter pt.sins “
only to findings of your inspection and does not necessdy address other obligations you have under the law. You may
obtain general information about all of FDA’s requirements for mammo
Mammography Quality Assmnce Progr~FoodandDrugAdnums&

ippb facilities by contacting the
“ “ ati~ P.O. Box 6057, Columbia, MD 21045-

6057 (1-800-838-7715) or through the Internet at http~hww.fda.gov.

If you have more specific questions ti mammography fmili~ requirement% or about the content of
this letter, please feel free to cuntact Deborah M. McOee at (214) 655-8100 ext. 138 or fax (214) 655-8130.

Sicerdy yours,

Regional F~ and Drug Direetor


